AUTHENTICATED
U.S. GOVERNMENT
INFORMATION

GPO

Nuclear Regulatory Commission

§35.7 FDA, other Federal, and State
requirements.

Nothing in this part relieves the li-
censee from complying with applicable
FDA, other Federal, and State require-
ments governing radioactive drugs or
devices.

[69 FR 61782, Dec. 2, 1994]

§35.8 Information collection require-
ments: OMB approval.

(a) The Nuclear Regulatory Commis-
sion has submitted the information
collection requirements contained in
this part to the Office of Management
and Budget (OMB) for approval as re-
quired by the Paperwork Reduction
Act (44 U.S.C. 3501 et seq.). The NRC
may not conduct or sponsor, and a per-
son is not required to respond to, a col-
lection of information unless it dis-
plays a currently wvalid OMB control
number. OMB has approved the infor-
mation collection requirements con-
tained in this part under control num-
ber 3150-0010.

(b) The approved information collec-
tion requirements contained in this
part appear in §§35.6, 35.12, 35.13, 35.14,
35.20, 35.21, 35.22, 35.23, 35.29, 35.31, 35.50,
35.51, 35.52, 35.53, 35.59, 35.60, 35.61, 35.70,
35.75, 35.80, 35.92, 35.204, 35.205, 35.310,
35.315, 35.404, 35.406, 35.410, 35.415, 35.606,
35.610, 35.615, 35.630, 35.632, 35.634, 35.636,
35.641, 35.643, 35.645, 35.647, 35.980, and
35.981.

(¢c) This part contains information
collection requirements in addition to
those approved under the control num-
ber specified in paragraph (a) of this
section. These information collection
requirements and the control numbers
under which they are approved as fol-
lows:

(1) In §35.12, NRC Form NRC 313 is
approved under control number 3150—
0120.

(2) [Reserved]

(d) OMB has assigned control number
3150-0171 for the information collection
requirements contained in §§35.32 and
35.33.

[61 FR 36951, Oct. 16, 1986, as amended at 57
FR 41378, Sept. 10, 1992; 59 FR 61782, Dec. 2,
1994; 62 FR 52186, Oct. 6, 1997]

§35.12

§35.11 License required.

(a) A person shall not manufacture,
produce, acquire, receive, possess, use,
or transfer byproduct material for
medical use except in accordance with
a specific license issued by the Com-
mission or an Agreement State, or as
allowed in paragraph (b) or (c) of this
section.

(b) An individual may receive, pos-
sess, use, or transfer byproduct mate-
rial in accordance with the regulations
in this chapter under the supervision of
an authorized user as provided in
§35.25, unless prohibited by license con-
dition.

(¢) An individual may prepare un-
sealed byproduct material for medical
use in accordance with the regulations
in this chapter under the supervision of
an authorized nuclear pharmacist or
authorized user as provided in §35.25,
unless prohibited by license condition.

[61 FR 36951, Oct. 16, 1986, as amended at 59
FR 61782, Dec. 2, 1994]

§35.12 Application for license, amend-
ment, or renewal.

(a) If the application is for medical
use sited in a medical institution, only
the institution’s management may
apply. If the application is for medical
use not sited in a medical institution,
any person may apply.

(b) An application for a license for
medical use of byproduct material as
described in §§35.100, 35.200, 35.300,
35.400, and 35.500 of this part must be
made by filing an original and one copy
of Form NRC-313, ‘‘Application for Ma-
terials License.” For guidance in com-
pleting the form, refer to the instruc-
tions in the most current versions of
the appropriate Regulatory Guides. A
request for a license amendment or re-
newal may be submitted as an original
and one copy in letter format.

(c) An application for a license for
medical use of byproduct material as
described in §35.600 of this part must be
made by filing an original and one copy
of Form NRC-313. For guidance in com-
pleting the form, refer to the instruc-
tions in the most current version of the
appropriate Regulatory Guide. A re-
quest for a license amendment or re-
newal may be submitted as an original
and one copy in letter format.
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